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M : UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
< .
§ WASHINGTON, D.C. 20460
"¢ Pno“‘o '
A | 1989
OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM

SUBJECT: D@etary Exposure Analysis for the Proposed Use of
Vinclozalin (Ronilan) on Greenhouse Grown Cucumbers and
Tomatoes Imported from Spain and the Netherlands,
PP#8E3688

FROM: J. Robert Tomerlin, Ph.D.. ;71;?%/ //27 'y

~Tolerance Assessment Syst [y, //
HED/SACB (H7509C)

THROUGH: Reto Engler, Ph.D. Z’Z_g
Chief, Science Analysis and Coordinatiory/ Branch
Health Effects Division (H7509C)

TO: Susan Lewis, PM 21
Herbicide-Fungicide Branch
Registration Division (H7505C)

Action Requested

A previous TAS analysis (J. R. Tomerlin memo, 4/28/89) for
this petition indicated that vinclozalin exposure exceeded the
reference dose for some TAS population groups. The present
analysis was conducted using per cent crop treated data to
calculate exposure estimates more closely approximating actual
exposure.

Discussion

1. Toxicology Endpoint: The routine chronic TAS analysis used a
reference dose (ADI) of 0.025 mg/kg body weight/day, based upon a

NOEL of 2.5 mg/kg body weight/day and an uncertainty factor of 100
from a 6 month dog feeding study. This value has been approved by
HED (5/19/86) and Agency (7/8/86) reference dose committees.

2. Residue Information: Food uses evaluated were published
tolerances from 40 CFR 180.380 and the proposed uses on cucumbers
and tomatoes (W. T. Chin memo, 4/27/89%9). Vinclozalin usage data
(J. L. Faulkner memo, 7/16/89) were used to adjust tolerance
residue values for stone fruits and lettuce. A summary of the
residue information used in the analysis is attached as Table 1.

3. Exposure Analysis: The TAS chronic exposure analysis uses
tolerance level residues and 100 per cent crop treated to estimate
the Theoretical Maximum Residue Contribution (TMRC) for the overall
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U.s. population and 22 population subgroups. The Anticipated
Residue Contribution (ARC) was calculated using per cent crop
treated data: The TMRC and ARC exposure summaries for the overall
U.S. population and all 22 TAS population groups are shown in Table
2. The exposure summaries for the overall U.S. population,

non-nursing infants, and children aged 1 to 6 are shown in the
following table.

TMRC - ARC Vinclozalin Exposure Summary

Overall U.S. Non—-Nurs. Children
Population Infants Aged 1 — 6
TMRC
Published Tolerances 0.01{)4378a 0.086940 0.028640
57.5 347.8 114.6
PP#8E3688 0.004437 0.002939 0.008526
17.7 11.8 34.1
TMRC TOTALS 0.018815 0.089789 0.037166
75.2 359.5 148.7
ARC
Published Tolerances 0.003139 0.002952 0.007270
12.6 11.8 29.1
PP#8E3688 0.004437 0.002939 0.008526
17.7 11.8 34.1
ARC TOTALS 0.007575 0.005892 0.015796
: 30.3 23.6 63.2

pxposure estimate in mg/kg body weight/day.
Estimated exposure expressed as per cent of the ADI.

4, Comments: Incorporating vinclozalin usage data into the TAS
analysis significantly reduced the exposure estimates for published
uses. One may assume that the ARC exposure estimates for published
tolerances more closely approximate actual exposure.

The portion of exposure attributed to the proposed tolerances
on imported tomatoes and cucumbers ranges from 3 to 34 per cent of
the ADI. TAS is unable to differentiate consumption of imported
cucumbers and tomatoes from consumption of domestically produced
tomatoes and cucumbers. Therefore, the vinclozalin tolerance was
assumed to apply to all tomato products (including tomato paste,

0%
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catsup, and the 1like) and cucumbers consumed in the U.S. This
results in an overestimate of exposure for tomatoes and cucumbers
because imports from the Netherlands and Spain account for less
than 1 per cent of U.S. congumption (J. L. Faulkner memo, 6/14/89).
Thus, exposure to vinclozalin from imported tomatoes and cucumbers
probably represents less than 1 per cent of the ADI for all TAS
population groups.

Attachments

cc: TAS (Tomerlin, SACB), DEB, Caswell #323C, Anderson (TOX-HAFS)
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